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The 510(k) Summary is submitted in accordance with 21 CFR Part 807, Section 807.92

Submitter's Name: Guidant Corporation

Submitter's Address: 3200 Lakeside Drive
Santa Clara, CA 95052

Telephone: 408-845-2201
Fax: 408-845-2304

Contact Person: Julia Anastas

Date Prepared: August 8, 2005

Device Trade Name: RX ACCUNETTM Embolic Protection System

Device Common Name: Embolic Protection System

Device Classification Name: Embolic Protection System

Device Classification: Class II

Summary of Substantial Equivalence:

The proposed RX ACCUNET TM Embolic Protection System "3 in 1 packaging configuration"
is substantially equivalent to the currently marketed RX ACCUNETTM Embolic Protection
System and RX ACCUNETTM 2 Recovery Catheter.

Device Description:

The RX ACCUNETTM Embolic Protection System is a filtration type embolic protection
device, filtering distal to the interventional site. The System consists of the RX ACCUNETTM

Delivery System, the RX ACCUNET Recovery Catheter, Shapeable Tip Design and the RX
ACCUNET TM 2 Recovery Catheter, Low-Profile, Flexible Tip Design all packaged together in
one chipboard carton. The RX ACCUNETTM Embolic Protection System is delivered via a
Delivery Sheath with a flexible tip coil that facilitates movement of the Sheath through
tortuous anatomy. Once across the lesion, the Filter Basket is expanded in the arterial
lumen by peeling the Delivery Sheath from the guide wire using the torque device and peel
away adapter. At the conclusion of the interventional procedure, the Filter Basket is
collapsed inside one of the provided Recovery Catheters. Recovery Catheter selection will
be based on physician preference and/or patient anatomy. Once collapsed, the entire
system is removed as a single unit. The Recovery Catheters have radiopaque tips to
facilitate movement though tortuous anatomy.
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Intended Use:

The RX ACCUNET' T M Embolic Protection System is indicated for use as a guide wire and

embolic protection system to contain and remove embolic material (thrombus / debris) while

performing angioplasty and stenting prodedures in carotid arteries. The diameter of the

artery at the site of filter basket placement should be between 3.25 mm and 7.0 mm.

Technological Characteristics:

No changes were made to any of the individual components of the RX ACCUNET TM

Embolic Protection System.

The RX ACCUNET T M Embolic Protection System is substantially equivalent to the RX
ACCUNETTM Embolic Protection Systems (K042218) and the RX ACCUNET TM 2 Recovery

Catheter (K042908) with regard to device design, principles of operation, materials, and
indications for use. The following design attributes are the same or similar for both the

subject device and the predicate device:

R Rapid exchange systems
* Filter based technology
- Polyurethane filter membrane
- Nitinol filter/basket component

Compatibility with .014" guidewires
Compatibility with 6F guide catheters
Available in 190 and/or 300 cm lengths
Accommodates same vessel sizes
Radiopaque guidewire tips and/or delivery sheath tips

* Radiopaque markers on filter
* Delivery System /Recovery Catheter comparability

Comparisons of the subject and predicate devices show that technological characteristics
such as materials, biocompatibility, performance properties, sterilization and packaging are
substantially equivalent to the currently marketed predicate devices.

Performance Data:

The results of the packaging integrity studies have demonstrated the safety and

effectiveness of the proposed RX ACCUNET TM Embolic Protection System "3 in 1
packaging configuration."
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